WMREF Checklist for IRB Review of Pediatric Research

To be approved by an IRB, pediatric research must comply with all of the items in one of the following three categories:

	Research not involving greater than minimal risk (45 CFR 46.404) (21 CFR 50.51)

	· The research is of no greater than minimal risk.


	(Indicate reasons why.)



	· Adequate provisions are made for soliciting the permission of one or both parents/guardians.

	· Adequate provisions are made for soliciting the assent of the children.



	Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects. (45 CFR 46.405) (21 CFR 50.52)

	· The intervention or procedure holds out the prospect of direct benefit for the individual subject or the monitoring procedure is likely to contribute to the subject's well being.
	(Indicate reasons why)

	· The risk is justified by the anticipated benefit to the subjects.
	(Indicate reasons why)

	· The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.
	(Indicate reasons why)

	· Adequate provisions are made for soliciting the assent of the children.

	· Adequate provisions are made for soliciting the permission of one or both parents/guardians.

	Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition (45 CFR 46.406) (21 CFR 50.53)

	· The risk represents a minor increase over minimal risk.
	(Indicate reasons why)

	· The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations.
	(Indicate reasons why)

	· The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition, which is of vital importance for the understanding or amelioration of disorder or condition.
	(Indicate reasons why)

	· Adequate provisions are made for soliciting the assent of the children.

	· Adequate provisions are made for soliciting the permission of both parents/guardians.


When approving research with children OHRP strongly recommends that these findings be fully documented in the IRB minutes, including protocol-specific information justifying each IRB finding. (OPRR Compliance Activities: Common Findings and Guidance, Item 64.) Please include this information on your review sheet.

